INVASIVE DEVICES

Rule 5

Invasive in body
orifice or stoma
(not surgically)

Rule 6
Surgically invasive

- transient use

or

Class lla

T T T I
Transient use Short term Long term Connected to an
use use active medical
device of Class lla
or higher
Class
| Class Class
lla b
Class
or or lla

Ifonly in oral
cavity, ear canal
or nasal cavity

Ifonly in oral
cavity, ear canal
or nasal cavity

Class Class

Diagnose/control
- defectof heart/
central circulation system

or

Supply energy/
ionizing radiation

Class llb

Class Il

Reusable surgical
instrument

or

Biological effect
-mainly absorbed

Class Ilb
or
System to

administer medicines
- potentially hazardous

Class Ilb




Rule 7
Surgically
invasive

Short-term use

Specifically to
monitor/correct defect
of heart or central
circulatory system —
by direct contact

Rule 8
Surgically
invasive
Long-term use
and implantable

Supply energy/
ionizing radiation

To be placed in teeth

/N

/N

Biological effect or
mainly absorbed

For use in direct
contact with central
nervous system

Biological effect
mainly absorbed

/N

/N

Used in direct contact
with heart or central
circulatory / nervous

system

/N

Undergo chemical
change
in body — or
administer
medicines
(NOT in teeth)

/N

/N

Undergo chemical
change in body — or
administer medicines
(NOT in teeth)

/N




